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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

September 30, 2013
OFFICE OF CHEMICAL
SAFETY
AND POLLUTION
PREVENTION

JANELLE KAY

PYXIS REGULATORY CONSULTING, INC.
ENSYSTEX III, INC.

4110 I36TH ST., NW

GIG HARBOR, WA 98332

PRODUCT NAME: TURFTHOR WP
COMPANY NAME: ENSYSTEX II1, INC.
OPP IDENTIFICATION NUMBER:

EPA FILE SYMBOL: 82957-3

EPA RECEIPT DATE: 09/27/13

SUBJECT: RECEIPT OF AMENDMENT
DEAR REGISTRANT:

The Office of Pesticide Programs has received your application for an amendment and it has passed an
administrative screen for completeness. .

During the initial screen we determined that the application appears to qualify for fast track review. The
package will now be forwarded to the Product Manager for review to determine its acceptability for fast track status,

If you have any questions, please contact Registration Division, Risk Management Team I, at (703) 308-
8045.

Sincerely,
el

Frout EE Processing Staff

Information Services Branch
Information Technology & Resources Management Division
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OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

August 2, 2011

Ross Gilbert, agent for

Ensystex Ill, Inc. :
c/o Pyxis Regulatory Consuliting, Inc.
4110 136™ St., NW

Gig Harbor, WA 98332

re: Turfthor WP, EPA Reg. # 82957-3 '
label amendment ~ container handling — master label consisting of 2 sub-labels # 7335'? <
accepted

Dear Mr. Gilbert:

The revised labeling reference to above, submitted in connection with the registration under the
Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended, is ACCEPTABLE.

This amendment was submitted to update the container handling directions. During review the
registrant explained that the product is sold in two different packages. However, each package type
requires different Directions for Use. While these two packages would usually be registered as two
separate products, at the registrant's request both packages will be registered under a single EPA
registration number but the stamped master label consists of two sub-labels, one for each package

type.

Submit two (2) copies of your final printed labeling incorporating the above changes prior to releasing
your product for shipment. If the above provisions are not complied with the registration will be
subject to cancellation in accordance with FIFRA Section 6(e). Your release for shipment of the
product bearing the amended labeling constitutes acceptance of these conditions.

A copy of the label stamped "accepted” is enclosed for your records. If you have any questions
please contact Tom Harris at (703) 308-9423 or harris.thomas@epa.gov

Sincerely yours,

Ro%anna Louie-Juzwiak

Product Manager
Insecticide Rodenticide Branch
Registration Division (7505C)

enclosure
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8/16/2010 Mol i) e e v .
Ross Gilbert

Ensystex Ill, Inc.

c/o Pyxis Regulatory Consulting, Inc.
4110 136th St. NW

Gig Harbor, WA 98332

Subject. Label Notification for Pesticide Registration Notices 2007-4

Dear Mr. Gilbert;

The Agency is in receipt of your Application for Pesticide Notification under Pesticide
Registration Notice (PRN) 98-10 dated 3/4/2010 for the product EPA Reg. # 82857-3,
Turfthor WP. The Registration Division (RD) has conducted a review of this request for its
applicability under PRN 98-10 and finds that the action(s) requested does not clearly fall
within the scope of PRN 98-10 and will require additional administrative review of the related
files. A summary of our findings include:

Note: All these corrections are based on the assumption that this is a dry formulation packed
in water soluble packages. If that is not correct then we need to discuss the labeling further.

1. Container Disposal Text
Since this is a dry product packed in water soluble packages the concept of rinsing
the container with water is not appropriate. Unused water soluble packages still in
the foil outer pouch should be disposed of per "pesticide disposal” directions.
Replace the container handling text with the following:

"Container handling: Nonrefillable container. Do not reuse or refill this
container. Offer empty outer container and empty foil outer pouch for recycling
if available or dispose of in a sanitary landfill, or by other procedures allowed by
state and local authorities."

2. Front Panel, product name
Strongly suggested: Since this is a Water Soluble Package, not a Wettable Powder
type product it would be clearer to rename the product "Turfthor WSP" instead of
"Turfthor WP".

3. Front panel, ingredients
Follow the ingredients list with a description of the weight of each water soluble

29




packet, eg. a 20 Ib box could say "contains 20 water soluble packets packaged in a
foil outer pouch each containing 1 Ib product.”

4. Directions for Use, Dilution and Mixing
Delete the second paragraph that states "to mix, measure out the required amount
...." Keep the current third paragraph which correctly states how to drop the
required number of unopened water soluble packets into the spray tank.

5. Directions for Use, Calculating Amounts of Turfthor WP to Mix for Turf Pests
Rewrite the current text which refers to teaspons per 1000 square feet. The user
is only able to use quantities which are pre-measured into the water soluble
packets. The user should not open the water soluble packets to measure other
quantities of product.

Therefore, the RD has determined that this action is denied and will be further
processed as an amendment and our records have been updated accordingly.

Please submit a revised label correcting the issue identified above. If possible, please
include a text .pdf of the revised label on CD-ROM along with your application. If you have
any questions please do not hesitate to call me.

Sincerely yours,

Thomas C. Harris

Biologist

Insecticide Rodenticide Branch
Registration Division (7505P)
Harris. Thomas@epa.gov
(703) 308-9423
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Page 2 of 2

Application for Registration (cont’d)
RE: Turfthor WP 82957-3
Section III

Turfthor WP will be packaged in Water Soluble Padkaging (WSP) and AIDPE plastic bottles

Water Soluble Packaging (WSP):
1.6 oz. (4, 16, or 88 per container) - water-soluble packets will be contained within HDPE plastic bottles.
Plastic Container Packaging (Non-WSP):

Ensystex 111, Inc. may also package Turfthor WP in 16 oz. and 32 oz. HDPE plastic bottles.

\\QM_ JRTRS

Ross Gilbert Date
Pyxis Regulatory Consulting, Inc.
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Il. STUDY SUMMARY

A. STUDY CONDUCTED UNDER US GLP/OECD GUIDELINES

[X] Yes
[INo

B. PRODUCT INFORMATION

Active Ingredient(s): Imidacloprid

Label claim(s) Nominal concentration(s) (%): 75.0%Imidacloprid

Initiat concentration(s) of the Al(s) (%) used in the study: 75.17% Imidacloprid
Lower certified limits (%) based on Al % in the study: 72.9149% Imidacloprid

C. EXPERIMENTAL PARAMETERS

Temperature: “amblent temperature”

Humidity: Indicate % (If provided)

Duration of study: [ ] 1 year; [X] over 1 year

Type of contalner: transparent, rectangular shaped, "Water Soluble Bags”
Analysis at Intervals: [X] 0 (Initlal);

[X] 3 months; [X] 6 months

[X] 9 months; [X] 12 months

[X] Over 12 months

D. ANALYTICAL METHOD

Method DETECTOR
High Pressure Liquid chromatography o  UVNIS 252nm
(HPLC)

E. RESULTS
The report shows that following the initial characterization of the Al:
1) After storage at amblent temperature for periods of 3, 6, 9, 12, and 18 months the Al%

remalned well within the required statutory parameters (40 CFR § 158.175).

2) There were no reported impurities during any polnt of the 18 month study.

3) There were no reported adverse reactlons Involving the product with the transparent,
rectangular shaped, "Water Soluble Bag” contalner. The report recltes that visual
observations were made of the contalner, and there were no reported remarkable
changes In the shape or color. The bag container developed no cracks, perforations,
darkening or leakage at the seam at no time during the18 month study period.

4) The report recites that study was validated for linearlty, standard accuracy and
precision

Sbm/01/24/07
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October 30, 2007
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

ENSYSTEX III, INC.

4110 136TH ST., NW
GIG HARBOR, WA 98332-

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your submittal of 29-OCT-07. Our staff has completed a preliminary
analysis of the material. The results are provided as follows:

Your submittal was found to be in full compliance with the standards for submission of
data contained in PR Notice 86-5. A copy of your bibliography is enclosed, annotated with
Master Record ID's (MRIDs) assigned to each document submitted. Please use these numbers in
all future references to these documents. Thank you for your cooperation. If you have any
questions concerning this data submission, please raise them with the cognizant Product
Manager, to whom the data have been released.

41




47265200
PYXIS REGULATORY CONSULTING, INC.
4110 136™ St. NW Phone: 253-853-7369

Gig Harbor, WA 98332 Fax: 253-853-5516
www.PyxisRC.com

QOctober 25, 2007

COURIER DELIVERY

Venus Eagle (PM 01)

Document Processing Desk (AMEND)
Office of Pesticide Programs

U.S. Environmental Protection Agency
Room S-4900, One Potomac Yard
2777 S. Crystal Drive

Arlington, VA 22202-4501

RE: Ensystex III Inc. — Turfthor WP (82957-3)
Submission of Storage Stability and Corrosion Characteristic Study per the Agency letter dated
November 2, 2006

Dear Ms. Eagle,

On behalf of Ensystex III Inc. and in response to the Agency letter dated November 2, 2006, please find
the enclosed storage stability and corrosion characteristics study for Turfthor WP (EPA Reg. No. 82957-

3).
In support of this submission, please find the enclosed:

1. Completed Application for Registration (EPA Form 8570-1)
2. Product Specific Chemistry Data (3 copies):

47286201 Volume | 830.6317; 830.6320  Vohra, Y., Storage Stability and Corrosion Characteristics of

Imidathor 75 WP.

Please note: Imidathor 75 WP and Turfthor WP are the same product. Ensystex 111 changed the product
name from Imidathor 75 WP to Turfthor WP just prior to submitting the application for registration.

Please feel free to contact me if you have any questions or need any additional information.

Sincerely,

-

Michael Kellogg

Enclosures

cc: David Nimocks; Ensystex III, Inc.
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April 4, 2007
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

MICHAEL KELLOGG

PYXIS REGULATORY CONSULTING, INC.
ENSYSTEX III, INC.

4110 136TH ST., NW

GIG HARBOR, WA 98332-

PRODUCT NAME: TURFTHOR WP
COMPANY NAME: ENSYSTEXIII, INC.
EPA FILE SYMBOL: 82957-3

EPA RECEIPT DATE: 03/23/07

SUBJECT: RECEIPT OF AMENDMENT

DEAR REGISTRANT:

The Office of Pesticide Programs has received your application for an amendment and it
has passed an administrative screen for completeness.

During the initial screen we determined that the application appears to qualify for fast
track review. The package will now be forwarded to the Product Manager for review to
determine its acceptability for fast track status.

If you have any questions, please contact Registration Division, Risk Management Team
1, at (703) 308-8045.

Sincerely,
At N

Front End Processing Staff
Information Services Branch
Information Technology & Resources Management Division
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PYXIS REGULATORY CONSULTING, INC.

4110 136" St. NW Phone: 253-853-7369
Gig Harbor, WA 98332 Fax: 253-853-5516
www.PyxisRC.com
March 22, 2007
COURIER DELIVERY
John Hebert (PM 7)

Document Processing Desk (AMEND)
Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
Room S-4900, One Potomac Yard
2777 S. Crystal Drive

Arlington, VA 22202

RE: Ensystex III, Inc. — Turfthor WP (EPA Reg. No. 82957-3)
Submission of Amended Label

Dear Mr. Hebert,

On behalf of Ensystex III, Inc, please find the enclosed label amendment adding use directions for
product NOT packaged in water-soluble packaging (WSP). With Ensystex III’s application for
registration dated January 24, 2006, Ensystex submitted two labels, one containing use directions for
product packaged in WSP and the other with use directions for non-WSP packaged product. The Agency
approved the Turfthor WP registration with Notice of Conditional Registration dated November 2, 2006
however, only the labeling containing use directions for product packaged in WSP was included with the
registration notice. Therefore, Ensystex III has incorporated the non-WSP language into the Agency
approved (WSP) label for Turfthor WP [this same approach was requested by the Agency for the approval
of Ensystex III’s Prothor WP product (EPA Reg. No. 8295 7-2)].

In support of this label amendment, please find the following:

1. Completed Application for Registration (EPA Form 8570-1)

2. One (1) copy of the Turfthor WP label with changes tracked

3. Five (5) copies of the Turfthor WP label with changes incorporated
4. Letter of Authorization

As no data are being submitted with this amendment, nor will data need to be reviewed to approve the
proposed labeling, Ensystex III believes this action qualifies as a Fast Track amendment and is not subject
to a Pesticide Registration Service Fee as defined in the Pesticide Registration Improvement Act of 2003.

Please feel free to contact me if you have any questions or need any additional information.

Sincerely,

~

Michael Kellogg

Enclosures
cc: David Nimocks; Ensystex I, Inc.
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Page 2 of 2

Application for Registration (cont’d)
RE: Turfthor WP
Section 111

Turfthor WP will be packaged in Water Soluble Packaging (WSP) and HDPE plastic bottles

Water Soluble Packaging (WSP):
1.6 oz. (4, 16, or 88 per container) — water-soluble packets will be contained within HDPE plastic bottles.
Plastic Container Packaging (Non-WSP):

Ensystex III, Inc. will also package Turfthor WP in 16 oz. and 32 oz. HDPE plastic bottles.

Michael Kellogg Date

Pyxis Regulatory Consulting, Inc.
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11/02/2005 11:06 FAX

ENSYSTEX W, Inc.

2709 Breezewood Ave., P, O, Box 2587, Fayetteville, NC 28302-2587 USA
Telephone - 1-910-484-6163 x 203 Fax - 1-910-484-3378 Email david@ensystex.com

November 2, 2005

To Whom It May Concemn:

Re: Letter of Authorization

Dear Sir or Madam:

Please let this letter serve to confirm that Pyxis Regulatory Consulting, Inc. Is authorized to act as
agent for Ensytex lil, Inc. (EPA Company Number pending), before the U.S, Environmental
Protection Agency and state governmental agencies in all matters regarding our pesticide
registrations pursuant to the Federal Insecticide, Fungiclde and Rodenticide Act ("FIFRA"), 7
U.S.C. § 136 ot seq. and state law.

If you have any questions, please do not hesitate to contact me.

DA —

David Nimocks
Chairman

cc: Pyxis Regulatory Consulting, Inc.

Notary

¢1001/001

61




RES e

S Trg, UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
$ WASHINGTON, D.C. 20460

3
% ¢
a0 mo“-d; . OFFICE OF

PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

Mr. Michael Kellogg, Agent MAR 2 2001
Pyxis Regulatory Consulting, Inc.

4110 136 St. NW

Gig Harbor, WA 98332

SUBJECT:  Application for Pesticide Notification (PRN 98-10)
Request Alternate Brand Name “Arborthor WP”
EPA Reg. N0.82957-3
Application Dated January 10, 2007

Dear: Mr. Kellogg,

The Agency is in receipt of your Application for Pesticide Notification under Pesticide
Registration Notice (PRN) 98-10 dated 01/10/2007 for the above product. The Registration
Division (RD) has conducted a preliminary screen of this request for its applicability under PRN
98-10 and finds that the action(s) requested fall within the scope of PRN 98-10. The label
submitted with the application has been stamped “Notification” and will be placed in our
records.

If you have any questions, please call me directly at 703-305-6249 or Owen F. Beeder of
my staff at 703-308-8899.

Sincerely,
Linda Arrington
Notifications & Minor Formulations Team Leader

Registration Division (7505P)
Office of Pesticide Programs

6251z
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PYXIS REGULATORY CONSULTING, I(N C.

4110 136" St. NW
Gig Harbor, WA 98332

Phone: 253-853-7369

Fax: 253-853-5516
www.PyxisRC.com

January 10, 2007

COURIER DELIVERY

Venus Eagle (PM1)

Document Processing Desk (NOTIF)
Office of Pesticide Programs

U.S. Environmental Protection Agency
Room S$-4900, One Potomac Yard
2777 S. Crystal Drive

Arlington, VA 22202

RE:

Ensystex 1], Inc. — Turfthor WP (EPA Reg. No. 82957-3)
Notification of an Alternate Brand Name per PRN 98-10

Dear Ms. Eagle,

On behalf of Ensystex III, Inc., please find the enclosed notification of an alternate brand name for
Turfthor WP (EPA Reg. No. 82957-3). The alternate brand name is “Arborthor WP”.

In support of this notification, please find the following;:

2w -

Application for Pesticide Registration (EPA Form 8570-1)

One (1) copy of the Arborthor WP label with changes tracked.
One (1) copy of the Arborthor WP label with changes incorporated
Letter of Authorization

Please feel free to contact me if you have any questions or need any additional information.

\

Regards,

-—

Michael Kellogg

Enclosures

CcC:

David Nimocks, Ensystex III, Inc.
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ingtructions on reverse before com FMWW

o United States v Registration OPP Identifier Number

T'IEPA Environmental Protection Agency Amendment
Washington, DC 20480 Other
Application for Pesticide - Section |
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
82957-3
v. Eagle m None D Restricted

4. Compeny/Product (Name) PMZ
Ensystex !}, Inc. / Turfthor WP 1
S. Neme and Address of Applicant finclude ZIP Code) 6. Expedited Reveiw. In accordance with FIFRA Section 3{c}(3)

Ensyste_x M, Inc. (b)(i), my product is similar or identica! in composition and fabeling

c/o Pyxis Regulatory Consulting, Inc. to:

4110 136th St. NW EPA Reg. No.

Gia Harbor. WA 98332

Check If this Is @ new address Product Name

Section - Il

[]
L]

Final printed labels in repsonse to
Agency letter dated
Nov. 2, 2006 E] "Me Too" Application.

Amendment - Explain below,

Resubmission in response to Agency letter dated

Notification - Explain below. E] Other - Explain below.

Explanation: Use additional page(s) if necessary. {For section | and Section Ii.}
Submission of Certification with Respect to Citation of Data.

Section - I}

1. Meterial This Product Will Be Packaged In:

Child-Resistant Peckaging

B Yes E Yes B Yes
Plestic
No No No [ Gless

Unit Packaging Water Soluble Packaging 2. Type of Container
Metal

. It "Yeos" No. per If *Yes" No. per Paper '
* Certification must Unit Packaging wgt. container Peckage wgt oontainer Other (Specify)
be submitted |
3. Location of Net Contents Information 4. Size(s) Retail Contsiner 6. Location of Label Directions
: __._] ©ontabel
[_, Label [__l Container u On Labeling accompanying product
6. Manner in Which Label is Affixed to Product Lithograph D Other
Paper Piuod
Stenciled
. Section - IV
1. Contact Point (Comnplete items directly below for identification of individusl to be contacted, if sary, to pro this application.}
Name Titde Telephone No. {Include Aree Code)
Michael Kellogg Agent (253) 853-7369
Certification §. Dete Application
{ cortify that the statements | have made on this form end all attachments thereto are true, ecourste and complete. Reoeived
| acknowledge that eny knowlinglly false or misieading statement may be punishable by fine or imprisonment or {Stamped)

both under applicable law,

2. Signeture 3. Tide
: Agent

4. Typed Neme 7 / 6. Date

Michael Kellogg 97/45//0 7

EPA Form 8570-1 (Rev. 3-94) Previous editions are obsolete.

White - EPA File Copy (original} Yellow - Applicant Copy
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PYXIS REGULATORY CONSULTING, 1NC.

4110 136" St. NW Phone: 253-853-7369
Gig Harbor, WA 98332 Fax: 253-853-5516
www.PyxisRC.com

January 10, 2007

COURIER DELIVERY

Venus Eagle (PM1)

Document Processing Desk (NOTIF)
Office of Pesticide Programs

U.S. Environmental Protection Agency
Room S$-4900, One Potomac Yard
2777 S. Crystal Drive

Arlington, VA 22202

RE:  Ensystex III, Inc. - Turfthor WP (EPA Reg. No. 82957-3)
Notification of an Alternate Brand Name per PRN 98-10

Dear Ms. Eagle,

On behalf of Ensystex III, Inc., please find the enclosed notification of an alternate brand name for
Turfthor WP (EPA Reg. No. 82957-3). The alternate brand name is “Arborthor WSP”.

In support of this notification, please find the following:

Application for Pesticide Registration (EPA Form 8570-1)

One (1) copy of the Arborthor WSP label with changes tracked.
One (1) copy of the Arborthor WSP label with changes incorporated
Letter of Authorization

Please feel free to contact me if you have any questions or need any additional information,

Michael Kellogg

4 <

Enclosures

ce: David Nimocks, Ensystex III, Inc. tertte
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1170272005 11:06 FAX 5001/001

ENSYSTEX M, Inc.

2709 Breezewood Ave., P. O. Box 2587, Fayetteville, NC 28302-2587 USA
Telephone - 1-910-484-6163 x 203 Fax - 1-910-484-3378 Emall david@ensystex.com

November 2, 2005

To Whom It May Concemn:

Re: Letter of Authorization

Dear Sir or Madam:

Please let this letter serve to confirm that Pyxis Regulatory Consulting, Inc. is authorized to act as
agent for Ensytex Ii}, Inc. (EPA Company Number pending), before the U.S. Environmental
Protection Agency and state governmental agencies in all matters regarding our pesticide
registrations pursuant to the Federal Insecticide, Fungicide and Rodenticide Act ("FIFRA”"), 7
U.S.C. § 136 et seq. and state law,

If you have any quastions, please do not hesitate to contact me.

Db —

David Nimocks
Chairman

cc: Pyxis Regulatory Consulting, Inc.
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